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DETAILED ACTION 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action or the MPEP. 

Claim Rejections - 35 USC §112 

Claims 40 and 45 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Regarding claim 40, one cannot refer back to the 
specification for the information. The figure must be reproduced in the claim. 
Regarding claim 45, in view that the independent claim recites a transdermal delivery, 
the group is not appropriate. Transmucosal and transdermal are not analogous and 
neither one is a subset of the other. Dermal means skin and the drug goes through the 
skin. Mucosal means delivery through a mucous membrane, such as the mouth, nose, 
intrarectal^, etc. 

Double Patenting 

Claims 1-45 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-28 of 
copending Application No. 10/736,049. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because the claims of this application 
over lap the claims of the '049 application in that each set of claims are directed to 
administering a specific dosage of buprenorphine to achieve pain relief via transdermal 
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administration. Of particular note is the similarity of this application's claim 1 to the '049 
application claim 4. This is a provisional obviousness-type double patenting rejection 
because the conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC § 103 
Claims 1-45 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hide et al., US 5,240,71 1 . Hille exemplifies the fact that the administration of 
transdermal buprenorphine is already very well known. Hille discloses a 24 hour patch, 
however, it cannot be considered patentable to re-administer a drug dosage over time 
to treat chronic pain or pain that lasts more than a few days. The various formulations 
and time periods are considerations that any pain doctor undertakes in the normal 
routine of doing business with chronically ill patients on a daily basis. Further, even the 
ordinary consumer understands the concept of treating pain. Bottles of pain killers such 
as a bottle of aspirin do not come in one aspirin per bottle. In contrast, when one 
purchases a bottle of aspirin, the medicine is taken as needed for a single episode such 
as a minor headache, or over time for longer periods such as a sprained wrist or 
menstrual cramps, with the consumer adjusting the strength/dosage of the pain killer as 
necessary. In the absence of a showing or surprising results, the claimed dosages are 
nothing more than a routine description of common pain management practices known 
by anyone who has ever taken aspirin for a headache. 
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Contact Information 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sharon E. Kennedy whose telephone number is 
571/272-4948. The examiner can normally be reached on Monday-Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward, can be reached on 571/272-8373. 




Sharon E. Kennedy 
Primary Examiner 
Art Unit 1615 



